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Dear Mr. Cehovsky: 
This letter corrects our substantially equivalent letter of October 29, 2003 regarding the Aloka SSD- 
5000 V5.0 Ultrasound System. Transducer Model Number: UST-52109 located on page 69 of the 


original 510(k) was inadvertently omitted from the list below and is now being added. 


Transducer Model Numbers 


ASU-67-10/7.5 UST-5281-5 UST-5712 
UC140P-AL5 UST-5284-2.5 UST-5713T 
UCT140-AL-5 UST-5285-3.5 UST-9101-7.5 
UST-533 UST-5293-5 UST-9102-3.5 
UST-S47 UST-5294-5 UST-9104-5 
UST-672-5/7.5 UST-5296 UST-9114-3.5 
UST-675P UST-5297 UST-9115-5 
UST-995-7.5 UST-5524-5 UST-9118 
UST-987-7.5 UST-5524-7.5 UST-9119 
ASU-1000C-3.5 UST-5526L-7.5 UST-9120 
ASU-1001 UST-5531 UST-9121 
ASU-1002 UST-5534T-7.5 UST-9126 
ASU-1005 UST-5536-7.5 UST-9128 
UST-2265-2 UST-5539-7.5 UST-52104 
UST-5268P-5 UST-5543 UST-52108 
UST-5271S-5 UST-5545 UST-52109 
UST-5280-5 UST-5548 UST-MC11-8731 


We have reviewed your Section 510(k) premarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent [(for the indications for 
use stated in the enclosure)] to legally marketed predicate devices marketed in interstate commerce 
prior to May 28, 1976, the enactment date of the Medical Device Amendments or to devices that 
have been reclassified in accordance with the provisions of the Federal Food, Drug, and Cosmetic 
Act (Act) that do not require approval of a premarket approval (PMA). You may, therefore, market 
the device, subject to the general controls provisions of the Act. The general controls provisions of 
the Act include requirements for annual registration, listing of devices, good manufacturing practice, 
labeling, and prohibitions against misbranding and adulteration. 


If your device is classified (see above) into either class II (Special Controls) or class II (PMA), it 
may be subject to additional controls. Existing major regulations affecting your device can be found 
in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further 
announcements concerning your device in the Federal Register. 


Please be advised that FDA’s issuance of a substantial equivalence determination does not mean that 
FDA has made a determination that your device complies with other requirements of the Act or any 
Federal statutes and regulations administered by other Federal agencies. You must comply with all 
the Act’s requirements, including, but not limited to: registration and listing (21 CFR Part 807); 
labeling (21 CFR Part 801); good manufacturing practice requirements as set forth in the quality 
systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic product radiation control 
provisions (sections 531-542 of the Act); 21 CFR 1000-1050. 


This letter will allow you to continue marketing your device as described in your Section 510(k) 
premarket notification. The FDA finding of substantial equivalence of your device to a legally 
marketed predicate device results in a classification for your device and thus, permits your device to 
proceed to the market. 


If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 and 
additionally Part 809.10 for in vitro diagnostic devices), please contact the Office of Compliance at 
(301) 594-4654. Additionally, for questions on the promotion and advertising of your device, please 
contact the Office of Compliance at (301) 594-4639. Other general information on your 
responsibilities under the Act may be obtained from the Division of Small Manufacturers, 
International and Consumer Assistance at their toll free number (800) 638-2041 or at (301) 443-6597 
or at its Internet address http://www. fda.gov/cdrh/dsma/dsmamain. html. 


Sincerely yours, 


Vlam qe a 
Nancy C. Brogdon 
Director, Division of Reproductive, 
Abdominal, and Radiological Devices 


Office of Device Evaluation 
Center for Devices and Radiological Health 


Enclosure 


Aloka Co., Ltd. Model SSD-5000 V5.0 510(k) 


4.3.1 
Diagnostic Ultrasound Indications for Use Form 
SSD-5000 V5.0 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


Clinical Application A B PWD | CWD Color Amplitude Color Combined Other 
Doppler Doppler Velocity (specify) (specify) 
Imaging 
Opthalmic 
Fetal P P P P See Below 
Abdominal P P P P See Below 
Intraoperative (specify) P P P P See Below 
Intraoperative Neurological P P P P See Below 
Pediatric P P P P See Below 
Small Organ (specify) P P p P See Below 
Neonatal Cephalic P P P P See Below 
Adult Cephalic P P P P See Below 
Cardiac P P P P See Below 
Transesophageal P P P P See Below 
Transrectal P P P P See Below 
Transvaginal P P P P See Below 
Transurethral 
Intravascular 
Peripheral Vascular P P n P P See Below 
Laparoscopic P P p P See Below 
Musculo-skeletal P P P pP See Below 
Conventional 
Musculo-skeletal p P P P See Below 
Superficial 
Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 


Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/P WDIntraoperative 
applications: include liver, pancreas and gall bladder. Small parts applications include breast. testes 


and thyroid. 
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


Lhd 


(Division Sign-Off} 
Division of Reproductive, Abdominal, 


and Radiological Devices ; 
510k) Number KONAA 19 


Concurrence of CDRH, Office of Device Evaluation (ODE) 
iption Use (Per 21 CFR 801.109) 


Aloka Co., Ltd. Model SSD-5000 V5.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
ASU-67-10/7.5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


Clinical Application A B M | PWD | CWD Color Amplitude Color Combined Other 
Doppler Doppler Velocity (specify) (specify) 
Imaging 
Opthalmic 
Fetal 
Abdominal 


Intraoperative (specify) 


Intraoperative Neurological 


Pediatric 


Small Organ (specify) 


Neonatal Cephalic | 


Adult Cephalic | 


Cardiac 


Transesophageal 


Transrectal P P P P P See Below 


Transvaginal 


Transurethral 


Intravascular 


Peripheral Vascular 


Laparoscopic 


Musculo-skeletal 
Conventional 


Musculo-skeletal 
Superficial 
Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/P WD. 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 


A, da rr 
(Division Sign-Off) 


Division of Reproductive, Abdominal, 
and Radiological Devices IDG 
510(k) Number KO aAa 
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Aloka Co., Ltd. Model SSD-5000 V5.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UC140P-AL5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


Clinical Application A B M | PWD | CWD Color Amplitude Color Combined Other 
Doppler Doppler Velocity (specify) (specify) 
Imaging 
Opthalmic 
Fetal 
Abdominal P P p P P See Below 
Intraoperative (specify) P P p P P See Below 


Intraoperative Neurological 


Pediatric 


Small Organ (specify) 


Neonatal Cephalic 


Adult Cephalic 


Cardiac 


Transesophageal P P p P i See Below 


Transrectal 


Transvaginal 


Transurethral 


Intravascular 


Peripheral Vascular 


Laparoscopic 


Musculo-skeletal 
Conventional 


Musculo-skeletal 
Superficial 


Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 


Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/P WD. 
Intraoperative applications: liver, pancreas and gall bladder 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


y : Concurrence of CDRH, Office of Device Evaluation (ODE) 
Ladd depen  Wrescripion CePA ERS) 
(Division Sign-Off 


Division of Reproductive, Abdominal, 


and Radiological Devices m y] j 
510K) Numer e KOAA] 
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(Division Sign-Off) 


Aloka Co., Ltd. Model SSD-5000 V5.0 §10(k) 


Diagnostic Ultrasound Indications for Use Form 
UCT140-AL-5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


A B M | PWD | CWD Color Amplitude 
Doppler Doppler 


Color Combined Other 
Velocity (specify) | (specify) 
Imaging 


| Clinical Application 


| Opthalmic 


| Fetal 


| Abdominal See Below 


Intraoperative (specify) See Below 


| Intraoperative Neurological 


| Pediatric 


Small Organ (specify) 


See Below 


Transvaginal 


Traasurethral 


|| Intravascular 


| Peripheral Vascular 


| Laparoscopic 


| Musculo-skeletal 
| Conventional 

| Musculo-skeletal 
l Superficial 

|| Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E | 
Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD 


Intraoperative applications: include liver, pancreas and gall bladder. 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


: Concurrence of CDRH, Office of Device Evaluation (ODE) 
Geb Prescription Use (Per 21 CFR 801.109) 


Division of Reproductive, Abdominal 


and Radiological Devi 
510k) Number KO943I | 22 


Aloka Co., Ltd. Model SSD-5000 V5.0 


Diagnostic Ultrasound Indications for Use Form 
UST-533 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


510(k) 


i Intraoperative (specify) E E E E E 


Modes of operation 

{| Clinical Application A B | M| PWD | CWD Color | Amplitude Color Combined Other 

Doppler Doppler Velocity (specify) (specify 

Imaging 
| Opthalmic 
| Fetal 
| Abdominal 
See Below 


| Intraoperative Neurological 


Pediatric 


| Small Organ (specify) 


Neonatal Cephalic 


| Adult Cephalic 


| Cardiac 


| Transesophageal 


I Transrectal 


Transvaginal 


| Transurethral 


Intravascular 


| Peripheral Vascular 


| Laparoscopic 


| Musculo-skeletal 
Conventional 


| Musculo-skeletal 
| Superficial 


| Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/PWD,B/Bflow2P WD 


Intraoperative applications: liver, pancreas and gall bladder. 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 


Dhol 


(Division Sign-Off) 
Division of Reproductive, Abdominal, 


and Radiological i 
23 


Aloka Co., Ltd. Model SSD-5000 V5.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-547 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


PWD | CWD Color Amplitude Color Combined 


Imaging 


Other 


Doppler Doppler Velocity (specify) | (specify) 


| Opthalmic 


| Fetal 


Abdominal 


l Intraoperative (specify) E E E E See Below 
Intraoperative Neurological 

| Pediatric 

| Small Organ (specify) E E E E See Below 

| Neonatal Cephalic E E E E See Below 


Adult Cephalic 


Cardiac 


Transesophageal 


Transrectal 


Transvaginal 


Transurethral 


Intravascular 


Peripheral Vascular 


| Laparoscopic 


| Musculo-skeletal 
| Conventional 


| Musculo-skeletal 
| Superficial 


Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 


Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD. 
Intraoperative applications: include liver, pancreas and gall bladder. Small Organ applications: breast, 
testes, thyroid 


{PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 


Lob 4 


(Division Sign-Off) 
Division of Reproductive, Abdominal. 


and Radiological Devi : 
ro Nanier "OS™ 


Aloka Co., Ltd. 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Model SSD-5000 V5.0 


Diagnostic Ultrasound Indications for Use Form 
UST-672-5/7.5 


510(k) 


Modes of operation 


Clinical Application A 


B M | PWD | CWD Color Amplitude 


Doppler Doppler 


Color 
Velocity 
Imaging 


Combined 
(specify) 


Other 
(specify) 


| Opthalmic 


| Fetal 


| Abdominal 


| Intraoperative (specify) 


See Below 


Intraoperative Neurological 


Pediatric 


| Small Organ (specify) 


Neonatal Cephalic 


Adult Cephalic 


| Cardiac 


Transesophageal 


Transrectal 


See Below 


Transvaginal 


Transurethral 


Intravascular 


| Peripheral Vascular 


| Laparoscopic 


| Musculo-skeletal 
| Conventional 


Musculo-skeletal 
| Superficial 


Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD. 


Intraoperative applications: abdominal, bladder, pancreas and gall bladder. 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


g g Concurrence of CDRH, Office of Device Evaluation (ODE) 
(Division Sign-Off) 


Division of Reproductive, Abdominal, 


and Radiological Devices ; 
510k) Number _ icf 33: 5 | | 
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Aloka Co., Ltd. Model SSD-5000 V5.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-675P 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


Clinical Application A B M | PWD | CWD Color Amplitude Color Combined Other 
Doppler Doppler Velocity (specify) (specify) 
Imaging 
| Opthalmic 
| Fetal 
| Abdominal 
| Intraoperative (specify) 
| Intraoperative Neurological 
Pediatric 
È P P P P See Below 
Transvaginal P P P P P See Below 


Transurethral 


Intravascular 


| Peripheral Vascular 


| Laparoscopic 


| Musculo-skeletal 
| Conventional 


Musculo-skeletal 
| Superficial 


| Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/P WD 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


Lil 


(Division Sign-Off} 
Division of Reproductive, Abdominal, 


and Radiological Devi Q2 
Bibiana eae | Py?5{ | 26 


Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 


Aloka Co., Ltd. Model SSD-5000 V5.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-995-7.5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 
| Clinical Application ` | A| B |M] PWD | CWD | Color | Amplitude | Color | Combined 
Doppler Doppler Velocity (specify) 
Imaging 


Other 
(specify) 


i Opthalmic 


| Fetal 


| Abdominal 


| Intraoperative (specify) P P p P See Below 


Intraoperative Neurological 


|| Pediatric 


| Small Organ (specify) P P P P See Below 


Neonatal Cephalic 


| Adult Cephalic 


Cardiac 


Transesophageal 


Transrectal 


Transvaginal 


Transurethral 


| Intravascular 


|| Peripheral Vascular P |P P P Sec Below 


| Laparoscopic 


| Musculo-skeletal 

| Conventional 

| Musculo-skeletal 
Superficial 

| Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 


Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD. 


Applications: Intraoperative: liver, pancreas and gall bladder. Small Organ: breast, testes, thyroid. 
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


WY, Concurrence of CDRH, Office of Device Evaluation (ODE) 


oe Prescription Use (Per 21 CFR 801.109) 
(Division Sign-Off) 


Division of Reproductive, Abdominal, 


and Radiological Devi ; 
510K) Number KL O22, | | 


20 


Aloka Co., Ltd. Model SSD-5000 V5.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-987-7.5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


li Modes of operation 
Í Clinical Application A B M | PWD | CWD Color Amplitude Color Combined Other 
Doppler Doppler Velocity (specify) | (specify) 


Imaging 


| Opthalmic 


Fetal 


| Abdominal 


| Intraoperative (specify) P g P P See Below 
| Intraoperative Neurological 
| Pediatric 

Small Organ (specify) 

Neonatal Cephalic P P P P See Below 


Adult Cephalic 


| Cardiac 


Transesophageal 


Transrectal 


Transvaginal 


Transurethral 


Intravascular 


Peripheral Vascular 


Lapa-oscopic 


Musculo-skeletal 
Conventional 
Musculo-skeletal 
Superficial 
Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD 


Intraoperative applications: include liver, pancreas and gall bladder. 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


(Division Sign-Off) 


Prescription Use (Per 21 CFR 801.109) 


VA kipen Concurrence of CDRH, Office of Device Evaluation (ODE) 


Division of Reproductive, Abdominal, 


510k) Number 
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Aloka Co., Ltd. Model SSD-5000 V5.0 


Diagnostic Ultrasound Indications for Use Form 
ASU-1000C-3.5 


510(k) 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


Clinical Application A B M | PWD | CWD Color Amplitude Color Combined Other 
Doppler Doppler Velocity (specify) (specify) 
Imaging 
| Opthalmic 
| Fetal š p P P P P See Below 
| Abdominal Pp | P P P P See Below 


f Intraoperative (specify) 


| Intraoperative Neurological 


i 


Small Organ (specify) 


| Neonatal Cephalic 


| Adult Cephalic 


| Cardiac 


| Transesophageal 


| Transrectal 


| Transvaginal 


| Transurethral 


|| Intravascular 


Peripheral Vascular 


i Laparoscopic 


| Musculo-skeletal 
| Conventional 


| Musculo-skeletal 
| Superficial 


| Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 


(Division Sign-Off) 
Division of Reproductive, Abdominal, 


and Radiological Devices 
510k) Number apes ico 29 


Aloka Co., Ltd. Model SSD-5000 V5.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
ASU-1001 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


| Clinical Application A B | M| PWD | CWD Color | Amplitude Color Combined Other 
il Doppler Doppler Velocity (specify) (specify 
Imaging 
| Opthalmic 
| Fetal s P P p P P See Below 
Abdominal P P P P P See Below 


Intraoperative (specify) 


| Intraoperative Neurological 


| Pediatric 


Small Organ (specify) 


Neonatal Cephalic 


Adult Cephalic 


Cardiac 


Transesophageal 


| Transrectal 


Transvaginal 


| Transurethral 


Intravascular 


|| Peripheral Vascular 


| Laparoscopic 


| Musculo-skeletal 
| Conventional 

| Musculo-skeletal 
| Superficial 

| Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 


i Duh 


(Division Sign-Off) 
Division of Reproductive, Abdominal, 


and Radiological Devices 2. | | 
510(k) Number mand Ro ae 30 


Aloka Co., Ltd. Model SSD-5000 V5.0 §10(k) 


Diagnostic Ultrasound Indications for Use Form 
ASU-1002 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


Clinical Application A B M | PWD | CWD Color Amplitude Color Combined 
Doppler Doppler Velocity (specify) 
Imaging 


Other 
(specify) 


See Below 


| Intraoperative (specify) 


| Intraoperative Neurological 


| Pediatric 


Adult Cephalic 


| Cardiac 


Transesophageal 


|| Transrectal 


| Transvaginal P P P P See Below 


| Transurethral 


|| Intravascular 


Peripheral Vascular 


| Laparoscopic 


| Musculo-skeletal 
| Conventional 


| Musculo-skeletal 
I Superficial 


Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


Y Concurrence of CDRH, Office of Device Evaluation (ODE) 


Larvik, Prescription Use (Per 21 CFR 801.109) 
(Division Sign-Off) 


Division of Reproducti i 
f uctive, Abdomi 
and Radiological Devices i 22. 


510(k) Number wee KOBO, 
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Aloka Co., Ltd. 


Diagnostic Ultrasound Indications for Use Form 


Model SSD-5000 V5.0 


ASU-1005 


510(k) 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


Clinical Application B PWD Color Amplitude Color Combined Other 
Doppler Doppler Velocity (specify) (specify) 
Imaging 
Opthalmic 
Fetal E E E See Below 
Abdominal E E E See Below 


Intraoperative (specify) 


Intraoperative Neurological 


Pediatric 


Small Organ (specify) 


Neonatal Cephalic 


Adult Cephalic 


Cardiac 


Transesophageal 


Transrectal 


Transvaginal 


Transurethral 


Intravascular 


Peripheral Vascular 


Laparoscopic 


Musculo-skeletal 
Conventional 


Musculo-skeletal 
Superficial 


Other 


(Division Sign-Off) 
Division of Reproductive, Abdominal, 


and Radiological Devices 
53 O(k) Number 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


hahi 


6 Meer ye 
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Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 


Aloka Co., Ltd. Model SSD-5000 V5.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-2265-2 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Medes of operation 


| Clinical Application “A B M | PWD | CWD Color Amplitude Color Combined 
Doppler Doppler Velocity (specify) 
Imaging 


Other 
(specify) 


Opthalmic 


| Fetal 


| Abdominal 


|I Intraoperative (specify) 


Intraoperative Neurological 


Pediatric 


Small Organ (specify) 


Neonatal Cephalic 


| Adult Cephalic | 
Cardiac See Below 


~~ 


Transesophageal 


|| Transrectal 


| Transvaginal 


Transurethral 


Intravascular 


| Peripheral Vascular 


Laparoscopic 


| Musculo-skeletal 
| Conventional 


| Musculo-skeletal 
| Superficial 


| Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/P WD 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


A Concurrence of CDRH, Office of Device Evaluation (ODE) 
G Prescription Use (Per 21 CFR 801.109 
Ata i 
(Division Sign-Off) 

Division of Reproductive, Abdominal, 


and Radiological Devi 
510K) Number OSD | | 33 


Aloka Co., Ltd. Model SSD-5000 V5.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5268P-5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


| Clinical Application A B M | PWD | CWD Color Amplitude Color Combined Other 
Doppler Doppler Velocity (specify) (specify) 
Imaging 
| Opthalmic I 
| Fetal 
| Abdominal 
| Intraoperative (specify) P P P P P See Below 
| Intraoperative Neurological P P p P P See Below 
|| Pediatric 
Small Organ (specify) 
| Neonatal Cephalic — d p P P P See Below 


|| Adult Cephalic 


Cardiac 


Transesophageal 


Transrectal 


Transvaginal 


Transurethral 


Intravascular 


|| Peripheral Vascular 


| Laparoscopic 


| Musculo-skeletal 
} Conventional 


| Musculo-skeletal 
|| Superficial 


| Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/P WD 
Applications: Neurological burr hole, Intraoperative: liver, pancreas, gall bladder. 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


Drea Concurrence of CDRH, Office of Device Evaluation (ODE) 
iption Use (Per 21 CFR 801.109) 
(Division Sign-Off) 


Division of Reproductive, Abdominal, 


and Radiological Devices LO 222 { | 


510k) Number 
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Aloka Co., Ltd. 


Model SSD-5000 V5.0 §10(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5271S-5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


| Clinical Application 


Modes of operation 


Other 
(specify 


Color 
Velocity 
Imaging 


Combined 
(specify) 


Color 
Doppler 


PWD | CWD 


A B M Amplitude 


Doppler 


| Opthalmic 


| Fetal 


| Abdominal 


| Intraoperative (specify) 


| Intraoperative Neurological 


| Pediatric 


See Below 


| Small Organ (specify) 


Neonatal Cephalic 


| Adult Cephalic 


Cardiac 


See Below 


Transurethral 


Intravascular 


| Peripheral Vascular 


| Laparoscopic 


Musculo-skeletal 
| Conventional 


Musculo-skeletal 
| Superficial 


| Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/P WD 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


Concurrence of CDRH, Office of Device Evaluation (ODE) 


Lata f 


Prescription Use (Per 21 CFR 801.109) 


(Division Sign-Off) 


Division of Reproductive, Abdominal, 


and Radiological Devices 
510k) Number 


K DADA 


35 


Aloka Co., Ltd. 


Model SSD-5000 V5.0 


Diagnostic Ultrasound Indications for Use Form 
UST-5280-5 


510(k) 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Clinical Application 


Modes of operation 


CWD Color Amplitude Color 
Doppler Doppler Velocity 
Imaging 


Combined Other 
(specify) (specify, 


| Opthalmic 


| Fetal 


| Abdominal 


| Intraoperative (specify) 


Intraoperative Neurological 


|| Pediatric 


| Small Organ (specify) 


Neonatal Cephalic 


| Adult Cephalic 


See Below 


See Below 


Transrectal 


Trausvaginal 


Transurethral 


| Intravascular 


| Peripheral Vascular 


| Laparoscopic 


| Musculo-skeletal 
| Conventional 


| Musculo-skeletal 
| Superficial 


} Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/P WD 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


aed Le 


Concurrence of CDRH, Office of Device Evaluation (ODE) 


(Division Sign-Off) 


Division of Reproductive, Abdominal, 


Prescription Use (Per 21 CFR 801.109) 


d Radiologi i 
sane" 083 


36 


Aloka Co., Ltd. Model SSD-5000 V5.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5281-5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 
Clinical Application A B M | PWD | CWD Color Amplitude Color Combined Other 
i Doppler Doppler Velocity (specify) (specify) 
Imaging 


| Opthalmic 


| Fetal 


| Abdominal 


| Intraoperative (specify) 


Intraoperative Neurological 


| Pediatric 


| Small Organ (specify) 


| ee | 


| Neonatal Cephalic P P p P P See Below 


|| Adult Cephalic 


e 


-~ 


| Cardiac P P P See Below 


Transesophageal 


AEE, 


Transrectal 


| Transvaginal 


} Transurethral 


| Intravascular 


l Peripheral Vascular 


Í Laparoscopic 


| Musculo-skeletal 
| Conventional 

} Musculo-skeletal 
| Superficial 

| Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD 


{PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


Concurrence of CDRH, Office of Device Evaluation (ODE) 


E lA hegora Prescription Use (Per 21 CFR 801.109) 


(Division Sign-Off} 
Division of Reproductive, Abdominal, 


and Radiological Devi Qe 
510k) Number ee O Poe | 
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Aloka Co., Ltd. Model SSD-5000 V5.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5284-2.5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


Combined Other 
(specify) (specify) 


| Clinical Application A B M | PWD | CWD Color Amplitude Color 
Doppler Doppler Velocity 
Imaging 


| Opthalmic 


i Fetal 


| Abdominal 


| Intraoperative (specify) 


Intraoperative Neurological 


Pediatric 


|| Small Organ (specify) 


| Neonatal Cephalic 


H Adult Cephalic 


See Below 


| Cardiac P P P P P P 


| Transesophageal 


Transrectal 


| Transvaginal 


| Transurethral 


| Intravascular 


| Peripheral Vascular 


{| Laparoscopic 


| Musculo-skeletal 
| Conventional 


| Musculo-skeletal 
Superficial 


i Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/P WD 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


y Concurrence of CDRH, Office of Device Evaluation (ODE) 
; Prescription Use (Per 21 CFR 801.109) 
Syl hay 
(Division Sign-Off) i 

Division of Reproductive, Abdominal, 


and Radiological Devices KO A YP) j } a 


510(k) Number 


Aloka Co., Ltd. Model SSD-5000 V5.0 §10(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5285-3.5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


Other 
(specify) 


Color 
Velocity 
Imaging 


Combined 
(specify) 


PWD | CWD Color Amplitude 


Doppler Doppler 


Clinical Application B M 


Opthalmic 


| Fetal 


| Abdominal 


| Intraoperative (specify) 


| Intraoperative Neurological 


| Cardiac P P P P P P 


|| Peripheral Vascular 


|| Pediatric 


| Small Organ (specify) 


| Neonatal Cephalic 


| Adult Cephalic 


See Below 


Transesophageal 


|} Transrectal 


| Transvaginal 


Transurethral 


Intravascular 


| Laparoscopic 


| Musculo-skeletal 
| Conventional 


| Musculo-skeletal 
| Superficial 


Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 


Spud 


(Division Sign-Off) 
Division of Reproductive, Abdominal, 


samt O86 | 
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Aloka Co., Ltd. Model SSD-5000 V5.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5293-5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 
Clinical Application A B M | PWD | CWD Color Amplitude Color Combined Other 
Doppler Doppler Velocity (specify) (specify, 
Imaging 


| Opthalmic 


I Fetal 


f Abdominal 


| Intraoperative (specify) 


| Intraoperative Neurological 


| Pediatric 


| Small Organ (specify) 


Neonatal Cephalic 


| Adult Cephalic 


| Cardiac P P P P P See Below 


| Transesophageal 


Trausrectal 


| Transvaginal 


Transurethral 


Intravascular 


| Peripheral Vascular 


| Laparoscopic 


| Musculo-skeletal 
Conventional 


# Musculo-skeletal 
| Superficial 


| Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


Concurrence of CDRH, Office of Device Evaluation (ODE) 


E Prescription Use (Per 21 CFR 801.109) 
ao A = 


(Division Sign-Off} 
Division of Reproductive, Abdominal, 


and Radiological Devices KDA l l 


510(k) Number 


40 


Aloka Co., Ltd. Model SSD-5000 V5.0 §10(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5294-5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 

Color | Amplitude Color Combined | Other 
Doppler Doppler Velocity (specify) (specify) 
Imaging 


į Clinical Application 


| Opthalmic + 


1 Fetal 


Abdominal 


| Intraoperative (specify) 


Í Intraoperative Neurological 


| Pediatric 


|| Small Organ (specify) 


| Neonatal Cephalic P See Below 
Adult Cephalic 

| Cardiac P See Below 

| Transesophageal 

Trausrectal 


Transvaginal 


Transurethral 


| Intravascular 


| Peripheral Vascular 


l Laparoscopic 


| Musculo-skeletal 
| Conventional 

} Musculo-skeletal 
| Superficial 

| Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 

Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/P WD 
Applications: Neonatal 

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


Concurrence of CDRH, Office of Device Evaluation (ODE) 
pve th A Prescription Use (Per 21 CFR 801.109) 
Reproductive, Abdominal, 


and Radiological Devices 2. 41 
510k) a e eed) 


Aloka Co., Ltd. Model SSD-5000 V5.0 §10(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5296 . 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 
PWD | CWD Color Amplitude Color Combined Other 
Doppler Doppler Velocity (specify) | (specify) 
Imaging 


f Clinical Application 


| Opthalmic 


| Fetal 


Abdominal 


Intraoperative (specify) 


} Intraoperative Neurological 


| Pediatric 


| Small Organ (specify) 


Neonatal Cephalic P P P See Below 


Adult Cephalic 


i| Cardiac P P P See Below 


Transesophageal 


Transrectal 


Transvaginal 


Transurethral 


Intravascular 


|| Peripheral Vascular 


| Laparoscopic 


| Musculo-skeletal 
j Conventional 

f Musculo-skeletal 
| Superficial 

| Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/P WD 
Applications: Neonatal 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


9 Concurrence of CDRH, Office of Device Evaluation (ODE) 


Lah dijaman Use (Per 21 CFR 801.109) 
(Division Sign-Off) 


Siion of Reproductive, Abdominal, 
and Radiological Devices 
510(k) Number KO443 ll 42 


Aloka Co., Ltd. Model SSD-5000 V5.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5297 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


Color Amplitude Color Combined Other 
Doppler Doppler Velocity (specify) (specify) 
Imaging 


{| Clinical Application A B M | PWD | CWD 


| Opthalmic 


H Fetal 


} Abdominal 


Intraoperative (specify) 


| Intraoperative Neurological 


| Pediatric 


| Small Organ (specify) 


| Neonatal Cephalic 


| Adult Cephalic 


| Cardiac P |P P P P 


Transesophageal 


Transrectal 


|| Transvaginal 


Transurethral 


|| Intravascular 


| Peripheral Vascular 


| Laparoscopic 


| Musculo-skeletal 
} Conventional 

| Musculo-skeletal 
| Superficial 

| Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/P WD 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


Concurrence of CDRH, Office of Device Evaluation (ODE) 


G Prescription Use (Per 21 CFR 801.109) 
Ded A FENE 


i siori Sign-Off} 
‘uviston of Reproductive, Abdominal, 


and Radiological Devices ; . oi 
510k) Naber SOS o 3 


Aloka Co., Ltd. Model SSD-5000 V5.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5524-5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


| Modes of operation 
| Clinical Application A B M | PWD | CWD Color Amplitude Color Combined Other 
Doppler Doppler Velocity (specify) | (specify) 

Imaging 


| Opthalmic 


| Fetal 


| Abdominal 


| Intraoperative (specify) 


| Intraoperative Neurological 


| Pediatric 


| Small Organ (specify) P P P P P 


| Neonatal Cephalic 


| Adult Cephalic 


|| Cardiac 


Transesophageal 


Transrectal 


Transvaginal 


| Transurethral 


Intravascular 


Peripheral Vascular P P P P P See Below 


Laparoscopic 


Musculo-skeletal 
Conventional 
Musculo-skeletal 
Superficial 
Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 


Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD 
Small Organ applications: breasts, testes and thyroid 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


Concurrence of CDRH, Office of Device Evaluation (ODE) 
G, Prescription Use (Per 21 CFR 801.109) 
Aud Gf 
bee A 
Asasian Sign-Off} 
Division of Reproductive, Abdominal, 


and Radiological Devices + DOL 
510k) Number 10223 l] 1 


Aloka Co., Ltd. Model SSD-5000 V5.0 §10(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5524-7.5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


Combined Other 
(specify) | (specify) 


{| Clinical Application CWD Color Amplitude Color 
Doppler Doppler Velocity 
Imaging 


| Opthalmic 


| Fetal 


| Abdominal 


| Intraoperative (specify) 


H Intraoperative Neurological 


Pediatric 


| Small Organ (specify) P P See Below 


|| Neonatal Cephalic 


| Adult Cephalic 


Cardiac 


| Transesophageal 


| Transrectal 


| Transurethral 


} Intravascular 


See Below 


N= new indication, P= previously cleared by FDA; E= added under Appendix E 


Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD 


Small Organ applications: Breasts, testes and thyroid 
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


7 Concurrence of CDRH, Office of Device Evaluation (ODE) 


Ril Prescription Use (Per 21 CFR 801.109) 
on Sign-Off} 


on of Reproductive, Abdominal, 


‘aralogical Devi i 
x} Nemis m KOS x ay | | 45 


Aloka Co., Ltd. Model SSD-5000 V5.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5526L-7.5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 

Clinical Application CWD Color Amplitude Color Combined Other 
Doppler Doppler Velocity (specify) | (specify) 
Imaging 


| Opthalmic 


Fetal 


| Abdominal 


| Intraoperative (specify) P See Below 


| Intraoperative Neurological 


| Pediatric 


| Small Organ (specify) 


| Neonatal Cephalic 


| Adult Cephalic 


| Cardiac 


| Transesophageal 


| Transrectal 


Transvaginal 


| Transurethral 


Intravascular 


| Peripheral Vascular 


| Laparoscopic P See Below 


Musculo-skeletal 
Conventional 
il Musculo-skeletal 
| Superficial 
| Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD 
Intraoperative: Liver, pancreas, gall bladder 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


(Division Sign-Off) 


Division of Reproductive, Abdominal, F 


d Radi i i 
sanag  KOSADI| s 


Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 


Aloka Co., Ltd. Model SSD-5000 V5.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5531 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


Combined 
(specify) 


Clinical Application A B M | PWD | CWD Color Amplitude Color 
Doppler Doppler Velocity 
Imaging 


Other 
(specify) 


| Opthalmic 


|| Fetal 


| Abdominal 


See Below 


v 
v 
~ 
v 


} Intraoperative (specify) P 


| Intraoperative Neurological 


| Pediatric 


Small Organ (specify) 


| Neonatal Cephalic 


Adult Cephalic 


Cardiac 


| Transesophageal 


| Transrectal 


| Transvaginal 


Transurethral 


| Intravascular 


Peripheral Vascular 


| Laparoscopic 


Musculo-skeletal 
| Conventional 


Musculo-skeletal 
| Superficial 


Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 


Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD 
Intraoperative applications: include liver, pancreas and gall bladder. 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


Concurrence of CDRH, Office of Device Evaluation (ODE) 
Ls Prescription Use (Per 21 CFR 801.109) 


(Division Sign-Off} E i 


Division of Reproductive, Abdominal, 


and Radiological Devices . 2 
510k) Number S ODA s 


Aloka Co., Ltd. Model SSD-5000 V5.0 §10(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5534T-7.5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Combined Other 
(specify) (specify) 
See Below 


See Below 


Modes of operation 


| Clinical Application PWD | CWD Color | Amplitude Color 
Doppler Doppler Velocity 
Imaging 


| Opthalmic 


| Fetal 


| Abdominal 


| Intraoperative (specify) P P 


| Intraoperative Neurological 


| Pediatric 


| Small Organ (specify) P P 


Neonatal Cephalic 


Adult Cephalic 


| 
| 


| Cardiac 


Transesophageal 


Transrectal 


Transvaginal 


| Transurethral 


Intravascular 


Peripheral Vascular F P See Below 


f Laparoscopic 


} Musculo-skeletal 
| Conventional 

| Musculo-skeletal 
| Superficial 

| Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD 
Applications: Intraoperative- liver, pancreas and gall bladder. Small parts: breast, testes and thyroid 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


Concurrence of CDRH, Office of Device Evaluation (ODE) 


J Prescription Use (Per 21 CFR 801.109) 


San-Off} 


= Radiological Devices j A) | 48 
510k) Number 


Aloka Co., Ltd. Model SSD-5000 V5.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5536-7.5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


| Clinical Application A B M | PWD | CWD Color | Amplitude Color Combined 
Doppler Doppler Velocity (specify) 
Imaging 
| Opthalmic 
| Fetal l 
| Abdominal 
latraoperative (specify) p P P P P See Below 


| Intraoperative Neurological 


| Pediatric 


į Small Organ (specify) | 


| Neonatal Cephalic 


| Adult Cephalic 


|| Cardiac 


| Transesophageal 


| Trausrectal 


| Transvaginal | 


| Transurethral 


| Intravascular 


Peripheral Vascular 


| Laparoscopic P pP P P r See Below 


| Musculo-skeletal 
| Coaveational 


| Musculo-skeletal 
} Superficial 


Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD 


Applications: Intraoperative- liver, pancreas and gall bladder. 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE If NEEDED) 


¥y Concurrence of CDRH, Office of Device Evaluation (ODE) 


$ . ig Prescription Use (Per 21 CFR 801.109) 
(Division Sign-Off} 


Division of Reproductive, Abdominal, 


and Radiological Devices . 3 
510{k) Number KC3233 LI 49 


Aloka Co., Ltd. Model SSD-5000 V5.0 §10(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5539-7.5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


| Clinical Application 


Imaging 


| Opthalmic 


Fetal 


| Abdominal 


f Intraoperative (specify) 


| Intraoperative Neurological 


| Pediatric 


| Small Organ (specify) P P P See Below 


Neonatal Cephalic 


PWD | CWD Color Amplitude Color Combined Other 
Doppler Doppler Velocity (specify) (specify) 
} Adult Cephalic 


| Cardiac 


| Transesophageal 


| Transrectal 


Transvaginal 


| Transurethral 


| Intravascular 


P P P See Below 


P P P See Below | 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 


Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/P WD 
Applications: Small parts: breast, testes and thyroid 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


Concurrence of CDRH, Office of Device Evaluation (ODE) 
Shed, Prescription Use (Per 21 CFR 801.109) 


{Division Sign-Off) y 
Division of Reproductive, Abdominal, 


510k) Number 


| Peripheral Vascular 


Laparoscopic 


| Musculo-skeletal 
} Conventional 

H Musculo-skeletal 
| Superficial 
Other 


Aloka Co., Ltd. 


Model SSD-5000 V5.0 


Diagnostic Ultrasound Indications for Use Form 
UST-5543 


510(k) 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


| Clinical Application 


B M | PWD | CWD Color Amplitude 
Doppler Doppler 


Color Combined Other 
Velocity (specify) | (specify) 
Imaging 


| Opthalmic 


|| Fetal 


| Abdominal 


Intraoperative (specify) 


| Intraoperative Neurological 


| Pediatric 


| Small Organ (specify) 


See Below 


| Neonatal Cephalic 


| Adult Cephalic 


| Cardiac 


| Transesophageal 


Transrectal 


Transvaginal 


| Transurethral 


Intravascular 


Peripheral Vascular 


See Below 


| Laparoscopic 


| Musculo-skeletal 
| Conventional 


See Below 


| Musculo-skeletal 
| Superficial 


| Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD 


Applications: Small parts: breast, testes and thyroid 
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


Concurrence of CDRH, Office of Device Evaluation (ODE) 


g, J FA Prescription Use (Per 21 CFR 801.109) 


Division of Reproducti i 
ive, Abdo: 
and Radiological Devi ee 


510(k) Number = xO oS l | 


51 


Aloka Co., Ltd. Model SSD-5000 V5.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5545 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


Combined Other 
(specify) | (specify) 


į Clinical Application Color Amplitude Color 
Doppler Doppler Velocity 
Imaging 


| Opthalmic 


i Fetal 


| Abdominal 


| Intraoperative (specify) 


| Intraoperative Neurological 


Pediatric 


See Below 


Small Organ (specify) 


| Neonatal Cephalic 


| Adult Cephalic 


| Cardiac 


Transesophageal 


| Transrectal 


| Transvaginal 


| Transurethral 


Intravascular 


| Peripheral Vascular P See Below 


f Laparoscopic 


| Musculo-skeletal 
f Conventional 

| Musculo-skeletal 
i Superficial 

| Other 


See Below 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 

Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD 
Applications: Small parts: breast, testes and thyroid 

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


Concurrence of CDRH, Office of Device Evaluation (ODE) 


y Prescription Use (Per 21 CFR 801.109) 
Lee K dgan 


-4 
{Division Sign-Off) 
Division of Reproductive, Abdominal, 


and Radiological Devi 
sonnum KODA] O $2 


Aloka Co., Ltd. Model SSD-5000 V5.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5548 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 
Í Clinical Application Color Amplitude Color Combined Other 
Doppler Doppler Velocity (specify) | (specify) 


Imaging 


| Opthalmic 


Fetal 


| Abdominal 


| Intraoperative (specify) 


Intraoperative Neurological 


| Pediatric 


| Small Organ (specify) See Below 


Neonatal Cephalic 


| Adult Cephalic 


Cardiac 


| Transesophageal 


Transrectal 


| Transvaginal 


Transurethral 


|| Intravascular 


Peripheral Vascular See Below 


| Laparoscopic 


| Musculo-skeletal 
| Conventional 

| Musculo-skeletal 
b Superficial 

| Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/P WD 
Applications- Small parts: breast, testes and thyroid 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


M Concurrence of CDRH, Office of Device Evaluation (ODE) 


5, AG LG Prescription Use (Per 21 CFR 801.109) 
(Division Sign-Off) 


Division of Reproductive, Abdominal, 


Sanon 03991 “ 


Aloka Co., Ltd. Model SSD-5000 V5.0 §10(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5S712 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 
Clinical Application A B | M| PWD | CWD Color | Amplitude Color Combined | Other 
f Doppler Doppler Velocity (specify) | (specify) 
f Imaging 


Opthalmic 


| Fetal 


| Abdominal 


| Intraoperative (specify) 


Intraoperative Neurological 


Pediatric 


Small Organ (specify) P P P P p See Below 


Neonatal Cephalic 


Adult Cephalic 


Cardiac 


Transesophageal 


| Transrectal 


i 
| Transvaginal 
| Transurethral 


Intravascular 


|| Peripheral Vascular p P F P P See Below 


Laparoscopic 


Musculo-skeletal 
| Conventional 

| Musculo-skeletal 
Superficial 

| Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 

Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD 
Applications- Small parts: breast, testes and thyroid 

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


Concurrence of CDRH, Office of Device Evaluation (ODE) 


. Prescription Use (Per 21 CFR 801.109) 


reg tological Devices + 
510{k) Number K 


0323 II x 


Aloka Co., Ltd. Model SSD-5000 V5.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-5713T 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


M | PWD | CWD Color Amplitude Color 
Doppler Doppler Velocity 
Imaging 


Combined Other 


Clinical Application 
(specify) | (specify) 


| Opthalmic 


| Fetal 


| Abdominal 


| Intraoperative (specify) See Below 


Intraoperative Neurological 


|| Pediatric 


See Below 


~~ 
~ 
~ 
~ 


Small Organ (specify) 


| Neonatal Cephalic 


| Adult Cephalic 


Cardiac 


i 


Intravascular 


See Below 


v 
~ 
UL 
~ 


| Peripheral Vascular 


| Laparoscopic 


Musculo-skeletal 
| Conventional 

| Musculo-skeletal 
| Superficial 

| Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 

Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/P WD 

Applications: Intraoperative- liver, pancreas and gall bladder. Small parts: breast, testes and thyroid 
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


Dani 


(Division Sign-Off) 
Dision of Reproductive, Abdominal, 


and Radiological Devices Dy, į 
510K) Number KO2PPI l si 


Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 


Aloka Co., Ltd. Model SSD-5000 V5.0 §10(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-9101-7.5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


| 
H i 
Clinical Application M | PWD | CWD Color Amplitude Color Combined Other | 
Doppler Doppler Velocity (specify) (specify) | 
Imaging 

| Opthalmic 


| Fetal 


f Abdominal P. P P See Below 

| Intraoperative (specify) ' 

| Intraoperative Neurological ; 

| Pediatric p P P. See Below i 
Small Organ (specify) 


| Neonatal Cephalic 


| Adult Cephalic 


| Cardiac 


| Transesophageal 


Transrectal 


Transvaginal 


| Transurethral 


Intravascular 


| Peripheral Vascular 


| Laparoscopic 


H Musculo-skeletal 
| Conventional 

| Musculo-skeletal 
| Superficial 

| Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


Concurrence of CDRH, Office of Device Evaluation (ODE) 
g Prescription Use (Per 21 CFR 801.109) 


{Mansion Sign-Off) 


Fuvision of Reproductive, Abdominal, 


and Radiological Devices ; BA ; j 
53Q(k) Number KO [ | 56 


Aloka Co., Ltd. Model SSD-5000 V5.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-9102-3.5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


Color Combined Other 
Velocity (specify) (specify) 
Imaging 


Amplitude 
Doppler 


| Clinical Application A | B |m] Pwo | cwD 


| Opthalmic 


| Fetal 


| Abdominal E E E 


} Intraoperative (specify) 


| Intraoperative Neurological 


Pediatric 


| Small Organ (specify) 


|| Neonatal Cephalic 


| Adult Cephalic 


Cardiac 


Transesophageal 


| 
| 
| Transrectal 


| Transvaginal 


| Transurethral 


Intravascular 


|| Peripheral Vascular 


Laparoscopic 


| Musculo-skeletal 
i Conventional 
H Musculo-skeletal 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/P WD 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


Concurrence of CDRH, Office of Device Evaluation (ODE) 
L Prescription Use (Per 21 CFR 801.109) 
(Division Sign-Off} 

Division of Reproductive, Abdominal, 


and Radiologica! Devices - 3 
te ee 5 


Aloka Co., Ltd. Model SSD-5000 V5.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-9104-5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Medes of operation 


i Clinical Application A Amplitude Color Combined Other 
Doppler Velocity (specify) (specify) 
Imaging 
Í Opthalmic 
| Fetal 


| Abdominal 


| Intraoperative (specify) 


| Intraoperative Neurological 


| Pediatric 


| Small Organ (specify) 


See Below 


Neonatal Cephalic 


| Adult Cephalic 


| Cardiac 


| Transesophageal 


Transrectal 


| Transvaginal 


Transurethral 


Intravascular 


Peripheral Vascular 


|} Laparoscopic 


| Musculo-skeletal 
Conventional 

| Musculo-skeletal 
| Superficial 

| Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD 
Applications: Intraoperative- liver, pancreas and gall bladder. 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


g Concurrence of CDRH, Office of Device Evaluation (ODE) 
7 Prescription Use (Per 21 CFR 801.109) 
(Division Sign-Off) 

Division of Reproductive, Abdominal, 


and Radiologi i 
5104k) Number oes KO? ) 221 | a 


Aloka Co., Ltd. Model SSD-5000 V5.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-9114-3.5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


PWD | CWD Color Amplitude Color Combined Other 
Doppler Doppler Velocity (specify) (specify) 
Imaging 
P P 
P P 


| Clinical Application 


| Opthalmic 


| Fetal 


| Abdominal 


i Intraoperative (specify) 


| Intraoperative Neurological 


| Pediatric 


| Small Organ (specify) 


| Transesophageal 


} Transrectal 


Transvaginal 


| Transurethral 


Intravascular 


Peripheral Vascular 


| Laparoscopic 


| Musculo-skeletal 
} Conventional 

| Musculo-skeletal 
! Superficial 

| Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


Concurrence of CDRH, Office of Device Evaluation (ODE) 


Ly Prescription Use (Per 21 CFR 801.109) 
(Division Sign-Off) 


Division of Re; r 
productive, Abdominal. 
and Radiological Devices; a 


Aloka Co., Ltd. Model SSD-5000 V5.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-9115-5 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


Color Amplitude Color Combined Other 
Doppler Doppler Velocity (specify) | (specify) 
Imaging 


Clinical Application A B 


} Opthalmic 


| Fetal 


| Abdominal P P See Below 


Intraoperative (specify) 


| Intraoperative Neurological 


| Pediatric P P See Below 


| Small Organ (specify) 


| Neonatal Cephalic 


| Adult Cephalic 


| Cardiac 


| Transesophageal 


Peripheral Vascular 


Laparoscopic 


| Musculo-skeletal 
! Conventional 
| Musculo-skeletal 


| Superficial 
| Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 


Yuta 
(Division Sign-Off} 


“wision of Reproductive, Abdominal 


Nan OS a ees 14 e 


Aloka Co., Ltd. Model SSD-5000 V5.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-9118 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


|| Clinical Application B | M | PWD | CWD | Color | Amplitude Color Combined | Other 
Doppler Doppler Velocity (specify) (specify) 
Imaging 


| Opthalmic 


| Fetal i P P P P P See Below 


| Abdominal 


| Intraoperative (specify) 


} Intraoperative Neurological 


| Pediatric 


| Small Organ (specify) 


| Neonatal Cephalic 


| Adult Cephalic 


Cardiac 


Transesophageal 


Transrectal 


Transvaginal P P P P P See Below 


Transurethral 


Intravascular 


| Peripheral Vascular 


| Laparoscopic 


| Musculo-skeletal 
Conventional 


| Musculo-skeletal 
| Superficial 


H Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 


Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD 
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


Concurrence of CDRH, Office of Device Evaluation (ODE) 


Prescription Use (Per 21 CFR 801.109) 
ETT MR 
(Division Sign-Off) 


Division of Reproductive, Abdominal, 


and Radiological Devices ; j 
SIOK) Number ca KODAS S 


Aloka Co., Ltd. Model SSD-5000 V5.0 §10(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-9119 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation ; 
| Clinical Application A B M | PWD | CWD Color Amplitude Color Combined Other ' 


Doppler Doppler Velocity (specify) | (specify) A 
Imaging 
| Opthalmic 
| Fetal . T P P p P P See Below 
| Abdominal P p P P P See Below i 


f Intraoperative (specify) 


| Intraoperative Neurological 


Small Organ (specify) 


Neonatal Cephalic 


| Adult Cephalic 


Transvaginal 


| Transurethral 


| Conventional 
 Musculo-skeletal 
| Superficial 

| Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD 


(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 


(Prision Sign-Off} 
Division of Reproductive, Abdominal 


std Chia ag Devices KO 222 } | 62 


Aloka Co., Ltd. Model SSD-5000 V5.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-9120 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


M | PWD | CWD Color Amplitude Color Combined 
Doppler Doppler Velocity (specify) 
Imaging 


i Clinical Application A 


Other 
(specify) 


| Opthalmic 


| Fetal 


Abdominal 


m 
m 
m 
ics] 


f Intraoperative (specify) See Below 


| Intraoperative Neurological 


Pediatric 


| Neonatal Cephalic E E E E See Below 


} Adult Cephalic 


|} Transesophageal 


| Transrectal 


Transvaginal 


| Transurethral 


Intravascular 


| Peripheral Vascular 


| Laparoscopic 


| Musculo-skeletal 
} Conventional 


| Musculo-skeletal 
| Superficial 


| Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 


Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD 


Applications: Intraoperative- liver, pancreas, gall bladder 
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


aasian Sign-Off} 


ton of Reproductive, Abdominal, 


DSN EEN makes xO 223 I l 63 


Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 


Aloka Co., Ltd. Model SSD-5000 V5.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-9121 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


| Clinical Application A B M | PWD | CWD Color | Amplitude Color Combined Other 
Doppler Doppler Velocity (specify) (specify) 
Imaging 
| Opthalmic 
Fetal y 
| Abdominal P |P P P P See Below 
Intraoperative (specify) 


| Neonatal Cephalic 


| Adult Cephalic 


Cardiac 


Transesophageal 


Transrectal 


Transvaginal 


| Latraoperative Neurological 
Pediatric 
Í Small Organ (specify) 


Transurethral 


Intravascular 


| Peripheral Vascular 


f Laparoscopic 


| Musculo-skeletal 
Conventional 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 


Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD 
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


Concurrence of CDRH, Office of Device Evaluation (ODE) 


Prescription Use (Per 21 CFR 801.109) 
LoL bby 
Anason Sign-Off) 


‘sion of Reproductive, Abdominal, 


and Radiol ical Devi 
eb ir ioe evices Ki A> { | i 


Aloka Co., Ltd. Model SSD-5000 V5.0 §10(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-9126 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


PWD | CWD Color Amplitude Color Combined 


| Clinical Application A 
Doppler Doppler Velocity (specify) 


Imaging 
| Opthalmic 
Fetal - E E E See Below 
[Abdominal E E E See Below 


} Intraoperative (specify) 
| Intraoperative Neurological 


Pediatric | 


Small Organ (specify) 


Neonatal Cephalic 


Adult Cephalic 


Cardiac i 
Transesophageal 


Transrectal 


Transvaginal 


Transurethral 


Intravascular 


Peripheral Vascular 


Laparoscopic 


Musculo-skeletal 
Conventional 


Musculo-skeletal 
Superficial 


Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 


Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD 


Applications: Abdominal and Gynecological, feta! 
(PLEASE DO NOT WRITE BELOW THIS LINE ~ CONTINUE ON ANOTHER PAGE IF NEEDED) 


Concurrence of CDRH, Office of Device Evaluation (ODE) 


Ly Prescription Use (Per 21 CFR 801.109) 


(Division Sign-Off) 
Division of Reproductive, Abdominal, 


and Radiologi i : 
non) Nember— KOBS3Z UI 


Aloka Co., Ltd. Model SSD-5000 V5.0 §10(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-9128 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


i Modes of operation 

| Clinical Application A B | M| PWD | CWD Color | Amplitude Color Combined Other 

i Doppler Doppler Velocity (specify) (specify) 
Imaging 


Opthalmic 


| Fetal 


m 
m 


| Abdominal E E E See Below 


| Intraoperative (specify) 


Intraoperative Neurological 


m 
m 
[g] 
m 
m 


| Pediatric See Below 


| Small Organ (specify) 


| Transrectal 


Trausvaginal 


Transurethral iF ` 


| Intravascular 


Peripheral Vascular 


l Laparoscopic 


| Musculo-skeletal 
| Conventional 

| Musculo-skeletal 
| Superficial 

| Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 


Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD 
(PLEASE DO NOT WRITE BELOW THIS LINE — CONTINUE ON ANOTHER PAGE IF NEEDED) 


oo Sign- “Off 


Division of Reproductive, Abdominal, 
and Radiological Devices 


510k) Number AK ozzl 66 


Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 


Aloka Co., Ltd. Model SSD-5000 V5.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-52104 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


| Clinical Application B M | PWD | CWD Color Amplitude Color 
Doppler Doppler Velocity 
Imaging 


Combined Other 
(specify) (specify) 


| Opthalmic 


| Fetal 


| Abdominal 


| Intraoperative (specify) 


| Intraoperative Neurological 


Pediatric 


| Small Organ (specify) 


| Neonatal Cephalic 


Adult Cephalic 


Cardiac N N N See Below 


Transesophageal N N N See Below 


| Transrectal 


Transvaginal 


| Transurethral 


Intravascular 


| Peripheral Vascular 


| Laparoscopic 


| Musculo-skeletal 
| Conventional 

| Musculo-skeletal 
| Superficial 

|| Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 


Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD 
(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 


Concurrence of CDRH, Office of Device Evaluation (ODE) 


Prescription Use (Per 21 CFR 801.109) 
Ly < Lgr 
(Division Sign-Off} 


Division of Reproductive, Abdominal, 


and Radiological Devi 
STAKN a ES K0223 Il 67 


Aloka Co., Ltd. 


Model SSD-5000 V5.0 


Diagnostic Ultrasound Indications for Use Form 
UST-52108 


510(k) 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


| Clinical Application 


Modes of operation 


PWD | CWD 


Amplitude 
Doppler 


Color 
Velocity 
Imaging 


Combined Other 
(specify) (specify) 


| Opthalmic 


| Fetal 


| Abdominal 


| Intraoperative (specify) 


Intraoperative Neurological 


| Pediatric 


| Small Organ (specify) 


| Neonatal Cephalic 


See Below 


| Adult Cephalic 


| Cardiac 


E 


See Below 


| Transesophageal 


| Transrectal 


Transvaginal 


Transurethral 


Intravascular 


| Peripheral Vascular 


| Laparoscopic 


| Musculo-skeletal 
| Conventional 


| Musculo-skeletal 
Superficial 


| Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/PWD, B/Bflow/PWD 


Applications: Neonatal 


(PLEASE DO NOT WRITE BELOW THIS LINE — CONTINUE ON ANOTHER PAGE IF NEEDED) 


(Division Sign-Off} 


Division of Reproductive, Abdominal, 


aed Radiological Devices ; 
510k) Number a TT. 


68 


Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 


Aloka Co., Ltd. Model SSD-5000 V5.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-52109 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 
PWD | CWD Color Amplitude Color Combined Other 
Doppler Doppler Velocity (specify) (specify) 
Imaging 


| Clinical Application A 


E E E See Below 


Small Organ (specify) 


il 
| Neonatal Cephalic 


| Adult Cephalic 


Cardiac 


Transesophageal 


Transrectal 


| Transvaginal 


Transurethral 


| Intravascular 


Peripheral Vascular 


| Laparoscopic 


Musculo-skeletal 
| Conventional 

| Musculo-skeletal 
Superficial 

|| Other 


4 
] 
| 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 


Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD 


Intraoperative applications: Liver, pancreas, gall bladder 
(PLEASE DO NOT WRITE BELOW THIS LINE — CONTINUE ON ANOTHER PAGE IF NEEDED) 


Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 


Division of R 


and Radiological Devices 
510k) Number — KOWD | 


69 


AME 


Aloka Co., Ltd. Model SSD-5000 V5.0 510(k) 


Diagnostic Ultrasound Indications for Use Form 
UST-MC11-8731 


Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 


Modes of operation 


PWD | CWD Color Amplitude Color Combiued Other 
Doppler Doppler Velocity (specify) (specify) 
Imaging 


| Abdominal 


| Intraoperative (specify) E E E See Below 


| Intraoperative Neurological 


ediatric 


P 
Small Organ (specify) 


| Neonatal Cephalic E E E See Below 


Adult Cephalic 


Cardiac 


Transesophageal 


Transrectal 


Transvaginal 


Transurethral 


| Intravascular 


| Peripheral Vascular 


| Laparoscopic 


| Musculo-skeletal 
| Conventional 
Musculo-skeletal 
| Superficial 
Other 


N= new indication; P= previously cleared by FDA; E= added under Appendix E 
Additional Comments: Mixed mode operation includes B/M, B/P WD, B/Bflow/PWD 


Intraoperative applications: Liver, pancreas, gall bladder 
(PLEASE DO NOT WRITE BELOW THIS LINE — CONTINUE ON ANOTHER PAGE IF NEEDED) 


Vil 2 


(Division Sign-Off} 
Division of Reproductive, Abdominal, 


Mee A et 


Concurrence of CDRH, Office of Device Evaluation (ODE) 
Prescription Use (Per 21 CFR 801.109) 


70 


